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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re Patent Application of: 
Toshihiko KAKIUCHI 

Application No.: 10/561,274 ConfinnationNo.: 

Filed: December 1 9, 2005 Art Unit: N/A 

For: COMPOSITION FOR PREVENTING AND Examiner: Not Yet Assigned 

TREATING VARICOSE VEINS OF LOWER 
EXTREMITIES 

LETTER 

Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 

Sir: 

Subsequent to the filing of the above-identified application on December 19, 2005, 
attached hereto is an English translation of the International Preliminary Report on Patentability 
issued by the International Bureau on behalf of the International Searching Authority. Please 
make this document of record for the above-identified application 

If necessary, the Commissioner is hereby authorized in this, concurrent, and future 
replies, to charge payment or to credit any overpayment to Deposit Accoimt No. 02-2448 for any 




Birch, Stewart, Kolasch & Birch, LLP 
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additional fees required under 37 C.F.R. § 
of time fees. 



1.16 or under 37 C.F.R. § 1.17; particularly, extension 



Dated: June 8, 2006 



Respectfully submitted. 



Vj ^ Gerald M. Murphy, Jr. 
Registration No.: 28,977 

BIRCH, STEWART, KOLASCH & BIRCH, LLP 
8110 Gatehouse Road 
Suite 100 East 
P.O. Box 747 

Falls Church, Virginia 22040-0747 
(703) 205-8000 
Attorney for Applicant 
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PATENT COOPERATION TREATY ^ /Jh'2004/ou8944 



From the INTERNATIONAL BUREAU 



PCT 

NOrinCATlON OF TRANS IVflTTAL 
OFCOPIBS OF TRANSLATION 
OF THE INTERNATIONAL PRELIMINARY REPORT 
ON PATENTABILITY 
(CHAPTER I OR CH AFTER U 
OP THE PATENT COOPERATION TREATY) 

(PCT Rules 44^i^.3(c> and 72.2) 


To: 

WATANABE..Mochltoshl 

Hayakawa-tonakai BIdg. 3F, la^gr-Jwampto-cho 2-chome, 
Chiyoda-ku, Tokyo ^.^.^ff ^ , .-.^-^^..^ 
1010032 r '^''^'^ J f^''vi ^-'^ ^ ^ 
JAPON i 

1 MAY11 2005 i 

^^^^ 


Date of mailing (d<fy/mont/t/year) 
04 May 2006 (04.05.2006) 




AppJicant's or agent's file rcfqrenee 
W-3585PCT 


IMPORTANT NOTIFICATION 


Inieraaliona] dpplicalion No. 
PCT/JP2004/008944 


InteriiaiionaJ filing date {day/mont}t/year) 
18 June 2004(18.06.2004) 


Applicant 

MOCHIDA PHARMACEUTICAL CO.. LTD. et at 



L Tmnsmitto] of the translab'on to the appliconL 




The Intemaiiomil Bureau transmits herewith a copy of the English translation of the intemaiional prelimmaiy report on 
patentability (Chapter I). 



I I The Intematlonal Bureau tt^smits herewith a copy of the English transilation of the international preliniinaiy report on 
* patentability (Chapter II). 

2. T^nsmlttnl of thp ecipy of (he traiisliiUon to the dcsfgfiotcd or elected OIHccs. 

The Internationa) Bureau notifies the applicant that copies of that translation have been transmitted to the roHowhig designated or elected 
orficcs requiring such translation: 

None 

The following designated or elected Offices, having waived the requipemoni for such a transmittal at this time, will receive copies of that 
translation from the Iniernotional Bureau only upon Ihetr request: 

AE. AG, AU AM. AP» AT» AU. AZ. BA, BB. BG, BR, BW. BY. B2, CA, CH. CN, CO, CR. CU. CZ, D£, DK. DM, DZ, £A, 
EC. EE. EG. EP, ES, Fl. GB. GD. GE, GH, GM, HR. HU, ID, !L, IN. IS, JP, KE. KG. KP. KR, KZ, LC. LK. LR. LS. LT. LU, 
LV. MA. MD. MG. MK, MN. MW. MX. M2, NA, Nl. NO. NZ. OA, OM, PG, PH. PL, PT, RO, RU. SO, SD, SE, SG. SK, SL 
SY. TJ, TM, TN, TR, TT, TZ. UA, UG. US. UZ, VC, VN, YU, ZA. ZM, 2W 



3. Reminder rcgurdini; tran.slutlon into fono oO the omdol lungiiagc(s) of the elected OniceCs). 

Tlic applicant is reminded thai, where a translation of the inieniational application must be furnished to an elected Office, that translation 
must contain a translation of any annexes to the international preliminary report on patentability (Chapter n). 

11 is the applicant's responsibility to prepare and Airnish such translation directly to each elected Omcc concerned within ttio 
applicable thne limit (Rule 74.1). Soc Volume fl of the PCT Applicant's Guide for ftirlhcr details. 





The International Bureau of WIPO 


Authorized officer 


34, chenun des Colombettes 


Yoshiko Kuwahara 


121 1 Geneve 20. Switzerland 


Facsimile No.-i41 H lAO 14 35 


Facsimile No,+4l 22 338 90 90 


Form PCTAB/338 (January 2004) 



06-05-26;11:42AM;ION PATENT 



BIRCH 



t 



# 3/ 8 



PATENT COOPERATION TREATY 

PCT 

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 
(Chapter I of ihe Patent Cooperation Treaty) 



(PCT Rule 44fcw) 



Applicant's or agent's file rcronsncc 
W-3585PCT 


FOR FURTHER ACTION 


See )tem 4 below 


International application No. 
PCT/JP2004/008944 


International filing dale (day/tttotufi/year) 
18 June 2004 {18«0a2004) 


Priority dale (day/moiuh/year) 
20 June 2003 (20.06.2003) , 


Internationa] patent Classification (8th edition unless older edition indicated) 
See relevant Information In Fonn PCT/ISA/237 


Applicant 

MOCHIDA PHARMACEUTICAL CO.. LTD. 



1. This intemational pzoliminajy import on patentability (Chapter D is issued by the International Buteau on behalf of the 
International Searching Authority under Rule 44 bis» 1(a). 

2. This REPORT consists of a total of 6 sheets, including this cover sheet. 

In the attached sheets, any rcfeienee to the written opinion of the International Searehing Authority should be read as a rofcroncc 
to the international prelimlnaiy report on patentability (Chapter 1) instead. 



3. This report contains indications relating to the following items: 





Box No. I 


Basis of the report 


□ 


Box No. n 


Priority 




Box No. m 


Non-establishment of o|muon with regard to novelty, invenrive step and industrial 
applicability 


□ 


Box No. IV 


Lack of unity of snvoniion 




Box No. V 


Reasoned statement under Article 35(3) with regard to novelty, invontivo step or industrial 
applicability; citations and explanations supporting such statement 


□ 


Box No- VI 


Certain documents ciied 


□ 


Box No. VII 


Certain dcfccLs in ihc international application 


□ 


Box No. VIII 


Certain observations on the Intemational application 



4. The International Bureau will communicate this report to designated OfHccs in accordance with Rules 44^fj.3(c) and 93^^.1 but 
not, except where the applicant makes an express request under Article 23(2), before the expiration of 30 months from the priority 
dato(Rule44to.2). 





Dale of issuance of this report 
24 April 2006 (24.04.2006) 


The Intemational Bureau of WlPO 
34, chemin dos Colombettes 
121 1 Geneva 20, Svrit2crland 

Facsimile No. +41 22 740 14 35 


Authorized officer 

Yoshlko Kuwahara 

Telephone No. +41 22 338 90 90 



Form PCT/IB/373 (January 2004) 
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PATENT COOPERATION TIIEATY 



From the 

INTERNATIONAL SEARCHING AirTHORlTY 



ro: 



PCX 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

(PCTRuIc 4Ms,U 



Dale of moiling 



AppUc^m'a or agenfi file tc(<t^ncc 
W-3585PCT 



FOR FVRTH£R ACTION 

Sec par^igrciph 2 below 



International application No. 

PCT/JP2004/008944 



IntcnMliOnAl filing date (ddy/mont/i/year) 

18.06.2004 



Priority dote (iioy/imUUh/ymr) 

20.06.2003 



InlerdAllonal Poleol CiassiflC4lJofi (IPC) or beih naaonal elassification and IPC 



Applicant 

HOCHIDA PHARM2VCEUTXCAL CO., 



LTD, 



1. TMa opinion contoin5 indications rcliUing to the foliowin^ ilcmS; 



n 
1^ 
□ 

lEI 

□ 
□ 
□ 



Box No, I BASi» of the opinion 

Box No. n Priority 

Box No. in Non-eslabtishment of opinion with regard to novelty, invcfitlve step and industtJal applicability 

Box No. IV Lock of unity of invention 

Box No. V Reasoned stolemenl Under Rule 43bis. l(aKi) wUli regard to nowlty. Inventive step or industrial 
applicability: citations and explanations supporting tilth statement 

Box No. VI Certain documents dted 

Box No. VII Certain defects In the inlcmalional appliention 

Box No. VlII Certain obM.*n.'alion» on the international at»|>1icaiion 



FimTIIKR ACTION 

If a demand for internailonnl iirelinilnary examination is iruide. this opinion will be considered to be o written o[Hnlon of the 
Irdcrnoliooal Preliminary Examining Authority C**IPEA") except that this iloes not apply where the applicant chooscn an Authority other 
than this one to t>e the IPEA and the Chosen IPCA has noiifled the Imemnlional Bureau under Rule G6Ams{b} that written ot>lnionfl of 
this International Searching Authority will not be so considered. 

If this opinion is. as provided above, considered to be a written opinion of the IPEA« the applicant is invited to submit to the IPEA a 
written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of mailing of Form 
PCT/ISA/220 or before the expiration of 22 months from the priority date, whichever expires later. 

For further options, see Form PCT/ISA/220. 

For further dctoils. see notes to Form PCT/ISA/220. 



Name and mailing address ofthe ISA/JP 


Authorized ofncer 


Facsimile No. 


Tciei>hone No. 



Form PCT/IS/V237(co\w sheet) (January 201M» 
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WRirrEN OPINION 0FTIII5 
INTERNATIONAL SEARCHING AliTIIORITY 



imttmadonal appticattonNo. 
PCT/JP2004/008944 



Box No. I 



Bosl^oniiLisoplntott 



1. With regard (o Ihc languo^c ihis opinion has been estnblished on the basts of the Intemailprvil apiiMcation in the longuagv in which it was 
tiled, unlesi otherwise indicated under this iicm. 

□ This Oi>inio» }m been established Ort (he basia of n translation from the original langua^ Into the following tangttage 

, which is the language of a tranalalion furnished for the purposes of Inlcrnaiional search ^under 

Rulc 12.3 and 2.TI(b)>. 

Z With regard to any nucleotide ond/or onitno odd sequence disclosed in (he international application ond necessary to (he claimed 
invention, this opinion has been established on the basis of; 

a. type of material 

I I a seijueRcc listing 

rn table(s) related to the aciiuence listing 

b. format of malarial 

I I In written fonnat 

I I in computer readable form 

c. time of filing/fumishing 

I I contoined in the inlcniational opplicatlon as Died. 

ri filed together With the International application In computer readable fOTrtX 

i~l furnished subsequently (o this Authority for the pwposes of search. 

y, rn In addition, in the ease that more than one verstoo or copy of n $tf<]ucnce listing ond/or tablets) relating thereto has been filed or 
furnished* the required statements that llie information in the subsequent or additional copies is identical to that in the application as 
Tiled or does not go beyond the opplication as filed as appropriate, were furnished 

4, Additional comments: 



Form PCT/I$A/2>7 (Box No. I) (January 2004) 
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WRITTEN OPINION OF THE 
INTBRNATIONAI. SEARCHING AirrHORlT\' 



Ifilernalional a])|)lic»Uon No. 

PCT/JP2004/008944 



Box No» III Noii->G$lQbUshmcni oT opinion with record (o novcUy, Inventive step ond InduRlrial opptlcabUlty 



The questions whether the claimed inveniiun api)ears tO be novel, to involve on inventive Step (10 be non obvioiiaK or to be induslrially 
d)>p)icahk haw not been examined in rcspecl of: 

□ the entire international oppUcotion 
ISI claim* NoH. 6 
because: 



the said (olcrnnlional opplleatlon. or the aald claims Nos. 



relate to the ibtlowiog sitbjeel matter which does not require nn international preliminary examination Up^d/y)\ 

Claim 6 pertains to methods for treatment of the human body by therapy. 



□ 



the description^ claims or drow|n|;» (huUcate partiatiar elcm^tfiisbfiow) or aoid cloimsNos, 
ore so unclear that no mennlnsful opinion could be formed {spedfyy. 



□ 



the claim:), or said claimK Nojt, 



an* so inadequately su|>ported 



by ihv (k\tcfi|>lion ihnt no nK^anln^fut opinion could formed. 

no Internntional soarch report has been established for said clalrtw Noa. B 

□ the ntieicoiide and/or amino acid sequence listing does not comply with the standard provided for in Annex C Of the Administrative 
Instructions in that: 



the written form 



the computer readable form 



□ has not been furnished 

□ 

does not comply with the standord 

□ hos not been furnished 

□ does not comply with the standard 



|~| the tables related lo the nucleotide and/or amino acid sequence listing, if In computer reAdable form only, do not comjjiy with the 
technical requirements piovided for in Annex C-bis of the Administrali ve Instructions. 

I I See SupplenKnial Box for further details. 
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WRITTEN OPINION OFTHE 
INTERNATIONAL SBARCIIINC AUTHORITY 



Irtenmionnl opplivalion No. 

PCT/JP2004/008944 



UoK No. V Rco^Qnfxl slatcmail under Rule 43bi.%I(a>(() with regard to novdt.v, inventive &itp or IndustrlQl opptlcobllUy; 

cHaltonsttnd cxpltmotloa9.wpportiiiR.wcli statcmcnl 



1. SiatcRKnt 

Novelty (N> 

Inventive step (IS) 



Cblira 



Claims 1 " 5 



Claims 



Claima 1"*5 



Industrial opplicRbilKy <IA) Halms 1^5 
Claims 



VES 
NO 

YES 
NO 

YBS 
NO 



2* CUaitoni and explDDAtlOiu; 

The following documents appear in the ISR. 

Document 1/JP 2002-539138 A 
Document 2/JP 6-298642 A 
Document 3/JP 7-25816 A 
Document 4AVO 2001/84961 A2 

Document S/Nanzando, Igaku Daijien, (Gokaban) Dai 18 Han, Nanzanko, 1998, p. 
981 

Document 6/JP 2000-502081 A 
Document 7/JP 4^226915 A 
Document 8/JP 2000-510006 A 

(1) Novelty/Inventive Step of Claims 1 and 2/Documents 1-3 

Documents 1-3 describe food products and cosmedcs containing icosapentate 
and derivatives thereof* 

(2) Novelty/Inventive Step of Claims 3-5/Documents 4-6 

Document 4 describes a therapeutic agent for varicose veins containing 
icosapcntatc and derivatives thereof such as (tri) glyceride, and varicose veins in the 
legs arc the predominant type of varicose veins as described in documents 5 and 6. 

Consequently, the invention of the present application is identical to that 
described in document 4. 

(3) Inventive Step of Claims 3-5/Documents 2-4 and 6-8 

Documents 4 and 7 describe inhibition of (vascular epithelial) inflammation 
by icosapentate, and documents 6 and 8 describe inflammation as a causal factor of 
varicose veins and valve incompetence. 

Further, from documents 2-4, icosapentate and derivatives thereof such as the 
ethyl ester thereof are acknowledged to possess the same pharmacological activity. 

(Continued) 
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WRITTEN OPINION OP THE 
INTERNATIONAL SEARCHING AI>T1I0RITY 



iMcrnaiional applicalion No. 

PCT/JP2004/008944 



SupplementQl Box 



In cose the jspuec in ony of the preceding boxcis ta not sunidtiiil. 
Comimwilon of; Box V 

Consequently, based on the descriptions of documents 2-4 and 6-8, use of a 
compound that inhibits inflammation with icosapentate or the ethyl ester thereof for 
the prevention/treatment of varicose veins in the legs would be obvious to a person 
skilled in Che art. 



Form PCT/ISA/237 (Suppk mental Boxj (JArtuary 2004| 



